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McNeil Consumer ealthcare currently markets Tylenol@9 PM Gelcaps in a 2 
paper~polyethylene/fo~l pouch. McNeil has been marketing this shelf keepin~~nit 
(SKU) for approximately 6 years. Our current labeling text is provide 
Attachment I. **j, 

e limited amount of space that is available for labeling on this pouch SKU, 
we have developed a booklet style 

e labeling text in booklet 
of the booklet pouch can be opened by 
labeling information. 

Actuaf use of this 

to accommodate implementation of Drug 
is provided as Attachment 2. The pages 
the consumer, thus providing complete 

require additional compliance time for 
implementations Therefore, we are submitting this request for additional time (6 
months) beyond the May 16, 2002 compliance deadline to ensure that we can 
acquire, install, and validate the equipment that is necessary to produce, on a 
reliable, repetitive basis, a “compliant” booklet pouch package. The pouch is an 
innovative package technology and requires sufficient development time to master 
the interface between equipment and material. 

As the agency is undoubtedly aware, activities involving new package design, 
ment acquisition, and packaging line validation expend considerable resources. 

Based on our company’s historical experience in designing and implementing new 
packaging options, the timeline for implementation of the booklet pouch follows: 



Activity Time 

order and build ~qu~prne~t 

0 btain equipment 

instate and validate equipment 

Finalize booklet pouch specifications 

Line testing and resolution of potential 
mataria~ issues 

Start to ship 

4’” Quarter 2002 & 

lst Quarter 2002 

2”d quarter 2002 

2nd quarter 2002 

2nd Quarter 2002 

rd quarter 2002 

3’d smarter 2002 

4Jh quarter 2~~2 

appreciate your review of this deferral request for additional camp 
ere are any questions, please contact me at 215-273-7878. 

Very trufy yours, 

SUNfER HEALTHCARE 

Paula 3. Oliver 
Senior Director 
Medical and Regulatory Science 

cc: (Letter only) C. Ganley, MD fWFD-560% 
W. ~l~enberg~ Ph.D. ~~F~-560~ 

Attachments 


